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ANNOUNCEMENT BY THE SPEAKER 

PRO TEMPORE 

The SPEAKER pro tempore. Pursu-
ant to clause 8 of rule XX, the Chair 
will postpone further proceedings 
today on motions to suspend the rules 
on which a recorded vote or the yeas 
and nays are ordered, or on which the 
vote incurs objection under clause 6 of 
rule XX. 

The House will resume proceedings 
on postponed questions at a later time. 

f 

FDA REAUTHORIZATION ACT OF 
2017 

Mr. WALDEN. Mr. Speaker, I move 
to suspend the rules and pass the bill 
(H.R. 2430) to amend the Federal Food, 
Drug, and Cosmetic Act to revise and 
extend the user-fee programs for pre-
scription drugs, medical devices, ge-
neric drugs, and biosimilar biological 
products, and for other purposes, as 
amended. 

The Clerk read the title of the bill. 
The text of the bill is as follows: 

H.R. 2430 
Be it enacted by the Senate and House of Rep-

resentatives of the United States of America in 
Congress assembled, 
SECTION 1. SHORT TITLE. 

This Act may be cited as the ‘‘FDA Reau-
thorization Act of 2017’’. 
SEC. 2. TABLE OF CONTENTS. 

The table of contents for this Act is as fol-
lows: 
Sec. 1. Short title. 
Sec. 2. Table of contents. 

TITLE I—FEES RELATING TO DRUGS 
Sec. 101. Short title; finding. 
Sec. 102. Authority to assess and use drug 

fees. 
Sec. 103. Reauthorization; reporting require-

ments. 
Sec. 104. Sunset dates. 
Sec. 105. Effective date. 
Sec. 106. Savings clause. 

TITLE II—FEES RELATING TO DEVICES 
Sec. 201. Short title; finding. 
Sec. 202. Definitions. 
Sec. 203. Authority to assess and use device 

fees. 
Sec. 204. Reauthorization; reporting require-

ments. 
Sec. 205. Conformity assessment pilot pro-

gram. 
Sec. 206. Reauthorization of review. 
Sec. 207. Electronic format for submissions. 
Sec. 208. Savings clause. 
Sec. 209. Effective date. 
Sec. 210. Sunset dates. 
TITLE III—FEES RELATING TO GENERIC 

DRUGS 
Sec. 301. Short title; finding. 
Sec. 302. Definitions. 
Sec. 303. Authority to assess and use human 

generic drug fees. 
Sec. 304. Reauthorization; reporting require-

ments. 
Sec. 305. Sunset dates. 
Sec. 306. Effective date. 
Sec. 307. Savings clause. 

TITLE IV—FEES RELATING TO 
BIOSIMILAR BIOLOGICAL PRODUCTS 

Sec. 401. Short title; finding. 
Sec. 402. Definitions. 
Sec. 403. Authority to assess and use bio-

similar fees. 
Sec. 404. Reauthorization; reporting require-

ments. 

Sec. 405. Sunset dates. 
Sec. 406. Effective date. 
Sec. 407. Savings clause. 

TITLE V—PEDIATRIC DRUGS AND 
DEVICES 

Sec. 501. Best pharmaceuticals for children. 
Sec. 502. Pediatric devices. 
Sec. 503. Early meeting on pediatric study 

plan. 
Sec. 504. Development of drugs and biologi-

cal products for pediatric can-
cers. 

Sec. 505. Additional provisions on develop-
ment of drugs and biological 
products for pediatric use. 

TITLE VI—REAUTHORIZATIONS AND 
IMPROVEMENTS RELATED TO DRUGS 

Sec. 601. Reauthorization of provision relat-
ing to exclusivity of certain 
drugs containing single 
enantiomers. 

Sec. 602. Reauthorization of the critical 
path public-private partner-
ships. 

Sec. 603. Reauthorization of orphan grants 
program. 

Sec. 604. Protecting and strengthening the 
drug supply chain. 

Sec. 605. Patient experience data. 
Sec. 606. Communication plans. 
Sec. 607. Orphan drugs. 
Sec. 608. Pediatric information added to la-

beling. 
Sec. 609. Sense of Congress on lowering the 

cost of prescription drugs. 
Sec. 610. Expanded access. 
Sec. 611. Tropical disease product applica-

tion. 
TITLE VII—DEVICE INSPECTION AND 

REGULATORY IMPROVEMENTS 
Sec. 701. Risk-based inspections for devices. 
Sec. 702. Improvements to inspections proc-

ess for device establishments. 
Sec. 703. Reauthorization of inspection pro-

gram. 
Sec. 704. Certificates to foreign governments 

for devices. 
Sec. 705. Facilitating international harmo-

nization. 
Sec. 706. Fostering innovation in medical 

imaging. 
Sec. 707. Risk-based classification of acces-

sories. 
Sec. 708. Device pilot projects. 
Sec. 709. Regulation of over-the-counter 

hearing aids. 
Sec. 710. Report on servicing of devices. 
TITLE VIII—IMPROVING GENERIC DRUG 

ACCESS 
Sec. 801. Priority review of generic drugs. 
Sec. 802. Enhancing regulatory transparency 

to enhance generic competi-
tion. 

Sec. 803. Competitive generic therapies. 
Sec. 804. Accurate information about drugs 

with limited competition. 
Sec. 805. Suitability petitions. 
Sec. 806. Inspections. 
Sec. 807. Reporting on pending generic drug 

applications and priority re-
view applications. 

Sec. 808. Incentivizing competitive generic 
drug development. 

Sec. 809. GAO study of issues regarding first 
cycle approvals of generic 
medicines. 

TITLE IX—ADDITIONAL PROVISIONS 
Sec. 901. Technical corrections. 
Sec. 902. Annual report on inspections. 
Sec. 903. Streamlining and improving con-

sistency in performance report-
ing. 

Sec. 904. Analysis of use of funds. 
Sec. 905. Facilities management. 

TITLE I—FEES RELATING TO DRUGS 
SEC. 101. SHORT TITLE; FINDING. 

(a) SHORT TITLE.—This title may be cited 
as the ‘‘Prescription Drug User Fee Amend-
ments of 2017’’. 

(b) FINDING.—The Congress finds that the 
fees authorized by the amendments made in 
this title will be dedicated toward expediting 
the drug development process and the proc-
ess for the review of human drug applica-
tions, including postmarket drug safety ac-
tivities, as set forth in the goals identified 
for purposes of part 2 of subchapter C of 
chapter VII of the Federal Food, Drug, and 
Cosmetic Act, in the letters from the Sec-
retary of Health and Human Services to the 
Chairman of the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate 
and the Chairman of the Committee on En-
ergy and Commerce of the House of Rep-
resentatives, as set forth in the Congres-
sional Record. 
SEC. 102. AUTHORITY TO ASSESS AND USE DRUG 

FEES. 

(a) TYPES OF FEES.— 
(1) IN GENERAL.—Section 736(a) of the Fed-

eral Food, Drug, and Cosmetic Act (21 U.S.C. 
379h(a)) is amended— 

(A) in the matter preceding paragraph (1), 
by striking ‘‘fiscal year 2013’’ and inserting 
‘‘fiscal year 2018’’; 

(B) in the heading of paragraph (1), by 
striking ‘‘AND SUPPLEMENT’’; 

(C) in paragraph (1), by striking ‘‘or a sup-
plement’’ and ‘‘or supplement’’ each place ei-
ther appears; 

(D) in paragraph (1)(A)— 
(i) in clause (i), by striking ‘‘(c)(4)’’ and in-

serting ‘‘(c)(5)’’; and 
(ii) in clause (ii), by striking ‘‘A fee estab-

lished’’ and all that follows through ‘‘are re-
quired.’’ and inserting the following: ‘‘A fee 
established under subsection (c)(5) for a 
human drug application for which clinical 
data (other than bioavailability or bio-
equivalence studies) with respect to safety or 
effectiveness are not required for approval.’’; 

(E) in the heading of paragraph (1)(C), by 
striking ‘‘OR SUPPLEMENT’’; 

(F) in paragraph (1)(F)— 
(i) in the heading, by striking ‘‘OR INDICA-

TION’’; and 
(ii) by striking the second sentence; 
(G) by striking paragraph (2) (relating to a 

prescription drug establishment fee); 
(H) by redesignating paragraph (3) as para-

graph (2); 
(I) in the heading of paragraph (2), as so re-

designated, by striking ‘‘PRESCRIPTION DRUG 
PRODUCT FEE’’ and inserting ‘‘PRESCRIPTION 
DRUG PROGRAM FEE’’; 

(J) in subparagraph (A) of such paragraph 
(2), by amending the first sentence to read as 
follows: ‘‘Except as provided in subpara-
graphs (B) and (C), each person who is named 
as the applicant in a human drug applica-
tion, and who, after September 1, 1992, had 
pending before the Secretary a human drug 
application or supplement, shall pay the an-
nual prescription drug program fee estab-
lished for a fiscal year under subsection 
(c)(5) for each prescription drug product that 
is identified in such a human drug applica-
tion approved as of October 1 of such fiscal 
year.’’; 

(K) in subparagraph (B) of such paragraph 
(2)— 

(i) in the heading of subparagraph (B), by 
inserting after ‘‘EXCEPTION’’ the following: 
‘‘FOR CERTAIN PRESCRIPTION DRUG PRODUCTS’’; 
and 

(ii) by striking ‘‘A prescription drug prod-
uct shall not be assessed a fee’’ and inserting 
‘‘A prescription drug program fee shall not 
be assessed for a prescription drug product’’; 
and 

(L) by adding at the end of such paragraph 
(2) the following: 

‘‘(C) LIMITATION.—A person who is named 
as the applicant in an approved human drug 
application shall not be assessed more than 5 
prescription drug program fees for a fiscal 
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